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treatment thereafter, their prognosis has been improving. We 
analyzed the results of our 18-year experience. 
Materials and Methods: Between 1993 and April 2011 48 
patients (68 times) were treated. Their age ranged from 46 
to 86 with a median of 64. There were 20 male patients and 
28 females. Seventeen patients were unable to walk before 
IORT, while the remaining 31 were ambulant. IORT was given 
with proper energy electron beam from posteriorly shielding 
the spinal cord with lead of proper thickness. The doses of 
IORT ranged from 16Gy to 26Gy with a median of 20Gy. Ten 
patients received IORT more than once (2 to 6 times). 
External beam radiation therapy was administered in 29 
patients, of which 1 received preoperatively (24Gy), 20 
received postoperatively (20~40Gy, median 35.5Gy). All 
patients received thyroid stimulating hormone suppression 
therapy. Radioactive iodines (Iodine-131) were administered 
in 29 patients. Median follow-up period was 33 months. 
Results: Among 17 patients who had been unable to walk 15 
became able to walk following IORT, while the remaining 2 
died soon after the treatment (response: not evaluable). 
Overall median survival time of overall patients was 38 
months. Three- and 5-year overall survival rates were 51% 
and 33%, respectively. Symptomatic recurrence was observed 
in 6 cases (14%).  
Conclusions: Well-differentiated thyroid cancer patients 
carried quite favorable prognoses considering their status 
prior to IORT. From our experience, aggressive treatment was 
justified since more than half of the patients survived 3 years 
and about one third of the patients survived 5 years. 
Furthermore, only small portion of the patients suffered from 
symptomatic recurrence. Our methods were very promising 
both for quantity and quality of life in the treatment of 
spinal metastases from well-differentiated thyroid cancer. 
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Purpose/Objective: Kyphoplasty combined with 
intraoperative radiotherapy (Kypho-IORT) is a novel 
treatment modality for patients with spinal metastases. The 
technical feasibility and the operation principle of this 
approach have been described. In this study we present the 
results of the conducted phase II dose escalation study (NCT 
01280032) and update the clinical data of a pilot phase. 
Materials and Methods: For Kypho-IORT the INTRABEAM 
system (Carl Zeiss Surgical, Oberkochen, Germany) with a 
specially designed applicator was used. In the phase II study 
three dose escalation levels were tested: 8 Gy in 8 mm, 8 Gy 
in 10mm and 8 Gy in 13 mm depth from the isocenter of the 
radiation source. Inclusion criteria were age of ≥ 50 years, 
Karnofsky-Index of ≥ 60% and histologically or radiologically 
documented spinal metastases (≤ 2cm) caudal the 3rd thoracic 
vertebra. Off-study patients were treated analogue the first 
two dose levels. 
Results: Overall 61 patients received a Kypho-IORT. 9 
patients were included in the phase II dose escalation study, 
the remaining 52 patients were treated off-study in a pilot 
phase. For the whole cohort the 3, 6 and 12 months overall 
survival was 76.9%, 64.0% and 48.4%. The 3, 6 and 12 months 
local progression free survival was 97.5%, 93.8% and 93.8%. 
There was a significantly pain reduction from median VAS 
5/10 before Kypho-IORT to median VAS 2/10 first day after 
Kypho-IORT (p<0.001). 3, 6 and 9 months after Kypho-IORT 
also a significantly pain reduction compared to the 
preoperative situation was seen in the entire cohort (n= 33, 
21, 18 patients, respectively; all p <0.005). For the on-study 
patients the 3, 6 and 12 months local PFS was 100%, 83.3% 
and 83.3%. The median pain improvement was also significant 
(VAS 4/10 preoperatively vs. VAS 1/10 postoperatively, 
p=0.018). For the off-study patients the 3, 6 and 12 months 
local PFS was 96.9% respectively. The median pain score 
significantly improved from VAS 5/10 before the procedure to 
VAS 2/10 at the first postoperative day (p<0.001). There 
were no dose-limiting toxicities in the three dose escalation 
levels. 
Conclusions: Kypho-IORT is an alternative therapy approach 
for patients with spinal metastases in the palliative 
treatment setting with good local tumor control and 
immediate and permanent pain relief without severe side 
effects. A dose of 8 Gy in 13 mm depths from the isocenter 
could be determined as a save maximally tolerated dose and 
will be consolidated in a phase III study.  
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Purpose/Objective: In 2009 we reported promising first 
results of a European pooled analysis which evaluated the use 
of intraoperative radiation therapy (IORT) in the treatment of 
soft tissue sarcomas. However, comparison of these results 
with non-IORT series seemed difficult, mainly because of the 
inclusion of grossly incomplete resected lesions, patients 
treated without additional external beam radiation therapy 
(EBRT) and comparatively short follow-up. Therefore we 
aimed to re-analyze our data limited to the patients who 
received IORT preceeded or followed by EBRT after gross 
total resection with extended follow-up.  
Materials and Methods: Three European expert centers 
participated in the current analysis. Patients with gross 
incomplete resection, missing documentation of EBRT or 
lesions outside the extremities were excluded, leaving 250 
patients for analysis. Individual patient and treatment 
characteristics including gender, age, disease situation, 
timing and dose of EBRT component, surgical procedure, 
resection margin, use of chemotherapy and IORT 
specifications as well as the onset of oncological events like 
local/distant recurrence or death and treatment related 
effects like severe toxicities and complications were fully re-
analyzed according to the patient's treatment and follow-up 
charts.  
Results: Overall results including Kaplan-Meier estimates for 
local control, distant control and overall survival will be 
